
DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration 

I. Check all appkcable boxes and type or print the 3. Mait your application to the Dockets Manacjlement Branch (HFA-305) Food and 
requested information. 

2. Submit an original and four (4) copies. 
Drug Administration, Rm 1061, 5630 Fishers Lane, Rockville, MD 20852. 

4. Enter docket number if assigned. 
1. NAME OF COMPANY 

-_ 

The Factory at Walnut UC 
2. ADDRESS OF COMPANY (Include ZIP Code;)(/f P.0. Box is use@, @fudeac&?l s&-e& address &lso.) 

3500 Walnut Street, Denver, CO 80205 : 
3. NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NQ. (fnclude area code) 5. DATE OF SUBMISStON 

Sven Chatlenger, Light Technician (303) 863-7326 1 O/l 712005 
6. THE APPLICANT REQUESTS THE VARIANCE TO BE 4N EFFECT FOR A  PERIQD ,QF ‘2 I__ YEARS FROM THE DATE OF ISSUE. (In 

general, the Agency wi// approve a vafianca for “flly two ~ea’s. If a-&&W pari@ is feq~as#ad, a&&&$iori must be attachad as pafl of the application ) 
’ \ .~~~lii~~Es~~~ND (J&E +-f-+ ’ ” 

:- LiST NAME AND/OR MODEL NUMBER(S) FbR THE LASER LIGHT SHQW(S) AND‘PRO;ECTOR(S) 
-- 

Mobolazer ML IO-250 G-Beam 
b. PRODUCT FOR WHICH A  VARI 

q A laser &splay device 
q A projector for a laser kght show More than 5 but not more than 15 days 

IS iNTENDER TO RUN FOR 
More than 6 ,months 

3. PRODUCT IS INTENDED FOR USE IN A  Less than one month 
q Planetarium or other dome projection structure Not applicabb (Mof a tour) 
q Theater 
q Hotel/motel ballroom or meeting room T UTILIZES THE FOLLOWING LASER EFFECTS 
q Store displays nt screen projections 
q Trade show or convention 
q Discotheque of night club 
fl Pavilion iple refiectkm/dtffraction effects 
a indoor arena 
q Outdoor arena 

ence scanning {Also inciudas scanning any accessible 

q Museum fiectiorls from stationary mirrors or mirrored 
q Outdoor unenclosed area 
q Other (Specify)- 

surfaces (Beam Matrices) 
Stationary irradiation of rotating mirror balls, etc. 

e. PRODUCT IS INTENDED TO BE USED OF rotating mirrar balls, etc.. 
q At only one (Fixed) location 

er scattering enhancement effects 

8. 
LASER MEDIUM (A/ 

Argon-ion ’ 

0 Compliance with the limits of 21 CFR 1040 1 l(c) would~es@k~,&e intended use of the product because compliance would 
limit the output power to the extent that the desired @ffe$s “v&~&t not ba‘luffioientiy visibk : .., 

0 Other or additional explanation @p&y] _, : .,,_, ,: 
,( ,,a_( ,, 
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1. MANNER IN WHICH IT IS PROPOSED TO DEVIATE, FROM THE REQUi&MENTS OF THE APPLtCABLE $TANDARD 
q It is proposed to deviate from the provisions of 22 CFR 1040.1 ‘l(c) in that the arzessible emission level would exceed the 

accessible emission limits specified in 211 CFR 1040.1 l(c). 

q It is proposed to deviate from the provisions of 21 CFR 1040,11(c) as follows: 

2 ADVANTAGES TO BE DERIVED FROM SUCH DEVlATlON 
q Laser light shows and displays are accebted popular media in entertainment and the arts. Use &power ievele in excess 

of the limits imposed by 21 CFR 1040.1 l(c) is nedssary to &h&e the required effects in these media. 

a Other or additional advantages (describj and explain). 

3. EXPLAiN THE ALTERNATE MEANS OF RAqlATiQN PRQTECTiUN TO BE PROVIDED. (ch8cti as many boxes as apply. In item f4 “Remarks,” 
justify any boxes not checked, using additiona(sheets as necessary. Sfafe any other meens of rad/affoc pqfeqtion fhat will be used.) 

a. 0 All laser products, systems, shdws, and gr6j~~o~.-~ill~~~~i3d:ts cMnpi$ with 21 C~~~~~~~.~~~ &~b the con&%&s af.this variance and wiil 
be reported as required by 21 CFR 1002.10 AND’~10ff2.11 using the reporting guides provided for such purpose. These actions will be 
accomplished prior to any introduction into commerce. 

b. a Effects not specifically indicated in this variance application will not be performed. No other effects will be added 
variance has been obtained and the req&red report6 or suppidmerits, asap@icabie, have bein submitted. 

until an amendment to the 

c. q Scanntng, projection, or reflection of laser and cokiaterai raditititon (Lightshow radiation] into audience or other accessible uncontrolled areas 
will not be permitted except for diffuse ftiflections produced bji the atmosphere, added atmosp@eric scattering media, and target screens. 

d. Laser radiation levels in excess OF the limits of Class I will not be permi&d at any point&s than 3.0 metr@s above any surface upon which 
persons other than operators, performers, or emplc?yees are perinitted to stand or 2.5 meJers 6eiow & in lateral separation from any place 
where such persons are permitted to be. i Operators, performers, and employeas will not be required or all&wed to view radiation above the 
limits of Class I or be exposed to ‘radiation above the limits,sp&ified ii 22 CFR 1040.1 I(c), 

e. q Any product which relies on scanning to meet access, exposure, or product class limits will ir&porate a scanning safeguard system which 
directly senses scanner motion and which will react fast enoughto preclude exceeding the aepticabie limit. 

f m All laser light shows shall be under the direct and personal control of trained, competent operatur(s). The $perator(s) will: 

(1) Be an employee of the variance holder who will. be responsible forthe training and the conduct of the operator; 

(2) Be located where ail beam paths can,be directiy observed at alt times; and 

(3) Immediately terminate the emission <f light show radiation in the event of any unsafe condition; or, for outdoor shows, upon request 
byany air traffic control officials. 

g. q The maximum laser projector output powbr will not exceed the level reqrlired to obtain the ir&nded effects, 

h. m The projection system (i.e., fhe projector ;andali ofher compor?&?fs used to produce the light&y effects) wiW be securely mounted or 
immobilized to prevent unintended movement or ~~~aii~~rne~t~ Beam maeldng .w% be provided as &Inherent part of the system design to 
prevent overfilling of screens, beam stop+ targefs, etc. 

i, q Laser projectors will not be delivered to a”y other party under an agfeement of sale, lease, or loan unless and until the recipient demonstrates 
that they have a variance in effect at the !,me of delivery that permits them to produce laser light shows incorporating such projector(s). 

j. q In addition to the requirements of 21 CFR 1040,10(h), the manifa@urer of laser projectors/systems will provide to partietiwho purchase, base, 
or borrow the equiprncint, adequate users’ instr@on$ fbr safe i&tallation and op+tio&wt-iicb ,@xplain the ,r&ponsibility of the recipient as an 
independent light show manufacturer to sbbmit the required reparta and apply ‘for and obtain a variance Fr&m CDRH prior to introduction into 
commerce of any laser light shows. 

k. q The requirements of 21 CFR ?00230(a)(~) and (2) will be accomplished through the use of writlen pfoc@ures for setup, alignment, testing, 
and performance of each show. These procedures wilt 6e in sl#icient detail to ensure c&piiahoe with 21 CFR 2040.10, the conditions of this 
variance, and the control of access to radiation rjreas using’the procedures described in the AMSEZ136.‘l st;ln&ard for the safe use of lasers 
(American National Standards I&#&e, fd30 Broadway, Ne& York, NY $00$8) or any ofher e$iv@snt user consensus standard and, where 
applicable, state or local requirements. LaFer radiation areai; which cati contain radiation bv& @hove the limits specified in 21 CFR 2040.1 l(c) 
will be clearly identified by the posiing of warning signs and/or reistrictihg~access through physic& means (such as pressure switches, photo 
cells, barrters, guards, etc.). These requir$mentS apply to, tm-pwary @%x (such ds &f&$ +X@ $fp and ali&nent procedures) and to final or 
permanent areas. The variance holder will; retafn the records ofthese proceditres and the results of all testy as required by21 CFR 1002.31 A 
copy of the variance applictition, the approval letter, current procedures, and records relating to ,each paiticular show will be with the operator 
or other responsible individual and will be made available for inspection by FDA arId &her responsible? arithorities. 
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I q Advance written notification will be made as early as ooeetb@ to eppropdate federal; st&e, and local authorities providing show itinerary with 
dates and locations clearly and comp!etely identtfted, and a basic description oftheproposed effects including a statement of the maximum 
power output intended. Such notificatrons wifl be made, hut not necessarily be,timited, to: 

(1) The Center for Devices and Radiologicai Health, office of Compliance (HFZ-342), 2698 Gaither Road, Rockville, ?vID 20656, providing the 
initial and closing dates for fixed installations and the itinerary fot’mobile &othis. fn edditlln, unless all aspects of each show have been 
reported and accession numbers r$early.referanced, eech notice will include detailed descriptions of each show and a listing of all effects to 
be performed in sut%iem detail to confirm compliance with the regulations and this variance. 

(2) The Federal Aviation Administration (FAA) for any proje$ions into open aimpaee at any time [i.e., including set up, alignment, rehearsals, 
performances, $c.). If the FAA objects to any lasar effects, the’objections will beresolveXl and’ any conditions requested by FAA will be 
adhered to. If these conditions cannot be met, the objectionable effects wilfbe d~eted’from tha show 

(3) State and local radiation control offices/agenGies for all shows to be performed within their jurisdictions. All requirements of state and local 
law will be satisfied and any objections raised by td@l authorities wilt be’reeotved or the effects deleted. /k list of federal and state of&es is 
available from the Center for Devices and RadiologicaI tieaealih upon request.) 

GERTfFlCATlDN 

I CERTIFY that all of the above rnformation and statements are true, complete, and correct to the best of my knowledge and acknowledge that 
my variance application may be denied or my varianoe may be revoked if this appkcation is found to be false, misleading or incorrect in any 
material way I have submitted and will submit alt reports required by 21 CFR 1002:10 and fOO2.11 on the laser equipment and show(s). I 
further understand that I may be required by regulet&n or by the Director, Center for Devices and Radiological Health, to supply such other 
information as may be necessary to evaluate and act on this spplication. 

15. SIGNATURE 16. NAME (Type of PrWj 

Sven Cha!lefiger fight Technician 
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